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1 )KI Responsive to communication(s) filed on 26 February 2008 . 
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Disposition of Claims 
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7) 0 Claim(s) is/are objected to. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

This action is in response to Applicants' amendment filed on February 26, 2008. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-11 and 21, 24-27, 29, 30-36 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Dickman (U.S. Patent No. 7066960) in view of Stubstad et al. 
(U.S. Patent No. 3867728). 

Dickman discloses an intervertebral disc prosthesis 100. Disc prosthesis 100 is 
substantially the same as disc 50 (Column 12, Lines 15-20) as stated in the disclosure. 
Disc prosthesis has a flexible section 52 and a less flexible portions 103, 104. The less 
flexible portions 103, 104 are endplates that are provided on the bottom and top side of 
the flexible portion 52 as well as an inner side. The prosthesis is also fiber reinforced 
with a sheath 51 . The fiber material has a low elasticity modulus (Column 8, Lines 1-6) 
and is considered capable of absorbing hydrogel monomers. The prosthesis 100 for 
replaces of an intervertebral disc of a human. The core has swelling characteristics 
comparable to a natural intervertebral disc (Column 7, Lines 35-37). The fibers are 
woven/knit to have a criss-cross pattern (Column 8, Lines 1-5) and then can be 
considered to be wound around a hydrogel. 
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Dickman fails to disclose the less flexible portion also covered in fibers. Stubstad 
et al. teaches in intervertebral prostheses with a flexible portion 15 and a less flexible 
portion 11, 12. The flexible portion and less flexible portions 11,12 which are 
endplates, are covered in whole by fibers. The fibers on the less flexible portions are 
provided to enhance tissue ingrowth (Column 4, Lines 18-21). It would have been 
obvious to one skilled in the art at the time the invention was made to provide the less 
flexible portions of Dickman with fibers in view of Stubstad in order to enhance tissue 
ingrowth. 

With regard to claims 8-10, it would have been obvious to one having ordinary 
skill in the art at the time the invention was made to construct the flexible portion of 
Dickman as modified by Stubstad having thickness of 5-1 5mm or 8-10 mm and also 
having at least 5% fibers, since it has been held that where the general conditions of a 
claim are disclosed in the prior art, discovering the optimum or workable ranges 
involves only routine skill in the art. In re Aller, 105 USPQ 233. 

Dickman and Stubstad fail to disclose the fibers to be made of polyurethane. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to construct the device of Dickman as modified by Stubstad et al. with 
polyurethane fibers, since it has been held to be within the general skill of a worker in 
the art to select a known material on the basis of its suitability for the intended use as a 
matter of obvious design choice. In re Leshin, 125 USPQ 416. 

With regard to claims 24-27, 29, 30 and 36, it should be noted that applicant is 
claiming an article of manufacture and not the process of forming/making the device, 
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accordingly, the manner in which the device is formed, i.e. winding or knitting, slicing, is 
given little weight as long as the final product is shown. The burden is upon the 
applicant to come forward with evidence establishing an unobvious difference between 
prior art and the current application. In re Marosi, 218 USPQ 289 (Fed. Cir. 1983). 

Claims 1 and 21-22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Dickman (U.S. Patent No. 7066960) in view of Stubstad et al. (U.S. Patent No. 
3867728) in view of Bao et al. (U.S. Patent No. 5047055) and further in view of Stoy 
(U.S. Patent No. 6264695). 

Dickman and Stubstad et al. disclose the claimed invention except for reducing 
the volume of the implant prior to insertion by soaking the implant in a salt bath. Bao et 
al. teaches a hydrogel implant for an intervertebral disc that is implanted in a human 
(Column 7, Lines 30-40). Prior to implanting the volume of the prosthesis is reduced by 
dehydration so as to reduce the size of the implant for insertion (Column 7, Lines 55- 
60). It would have been obvious to one skilled in the art at the time the invention was 
made to reduce the size of the device of Dickman as modified by Stubstad by 
dehydration prior to inserting further in view of Bao et al. in order to reduce the size of 
the implant for insertion. 

Bao et al. fails to disclose dehydrating by immersing the implant in a hypertonic 
salt bath. Stoy teaches using a salt bath to reduce the volume of the prosthesis in order 
to not completely dehydrate the implant and avoiding making the implant brittle for 
insertion (Column 13, Lines 10-15). It would have been obvious to one skilled in the art 
at the time the invention was made to reduce the volume of the device of Dickman as 
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modified by Stubstad and Bao et al. by using a salt bath further in view of Stoy in order 
to prevent the implant from becoming brittle for insertion. 

Response to Arguments 

Applicant's arguments with respect to claims 1-1 1 and 21-33 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANDREW YANG whose telephone number is (571)272- 
3472. The examiner can normally be reached on IFP. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Andrew Yang/ 
Examiner, Art Unit 3733 
5/20/2008 

/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



